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Sir: 

1. In response to the restriction mailed March 9, 2001, 
Applicants elect group I {direct enzyme therapy) , with traverse . 

All claims relate to treatment of a disease caused by 
deficiency of an enzyme belonging to the heme biosynthetic 
pathway. The distinction here is between (I) therapy by 
supplying an enzyme directly, and (II) therapy by supplying the 
enzyme indirectly by providing expressible DNA encoding that 
enzyme . 

The Examiner concedes that PCT unity rules apply'. Under PCT 
rule 13.1, the claims, to have unity, must relate "to one 
invention only or to a group of inventions so linked to form a 
single general inventive concept" . 

The general inventive concept is that of restoring the 
deficient enzyme function. Both (I) and. (II) accomplish this, 
and in a related manner as the supplied enzyme is the same. 

PCT rule 13.2 says that for a group of inventions, unity is 
fulfilled "where there is a technical relationship among those 
inventions involving one or more of the same or corresponding 
technical feature" . The "corresponding features" are directly 
or indirectly supplying' an enzyme belonging to the heme 
biosynthetic pathway to a deficient subject. 

Annex B, Part 2 to the PCT Administrative Instructions 
presents examples concerning unity of invention. Example 17 
reads : 



USSN - 09/601, 138 PA^V^nv * ,ANCc 

Claim 1: Protein X. 

Claim 2: DNA sequence encoding pro,fe t ei»rr(A\.Q fch l V- w 

Expression of the DNA sequence in a host yRADt^^ 
results in the production of a proteiS ^'h"i\eS^Qf_ 
is determined by the DNA sequence. The 
protein and the DNA sequence exhibit 
corresponding special technical features. 
Unity between claims 1 and 2 is accepted. 

If there is unity between a protein per se and the DNA 
encoding it, there likewise should be unity between a therapeutic 
method-of -use of a protein, and a therapeutic method-of -use of 
the DNA encoding it to express that very protein in vivo . 

2. In response to the species restriction, applicants elect 
species 1, with traverse. This traversal is on the grounds that 
generic claims are allowable, see MPEP 809.02. At least claims 
1, 5-20, 22-32, and 35 are generic. RECEIVED 
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